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GULF WAR VETERANS’ ILLNESSES: THE
CURRENT RESEARCH AGENDA

WEDNESDAY, FEBRUARY 2, 2000

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON NATIONAL SECURITY, VETERANS
AFFAIRS, AND INTERNATIONAL RELATIONS,
COMMITTEE ON GOVERNMENT REFORM,
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2154, Rayburn House Office Building, Hon. Christopher Shays
(chairman of the subcommittee) presiding.

Present: Representatives Shays, Blagojevich, Tierney, Allen,
Sanders, and Schakowsky.

Also present: Representative Metcalf.

Staff present: Lawrence Halloran, staff director and counsel,;
Robert Newman, professional staff member; Jason Chung, clerk;
David Rapallo, minority counsel; Earley Green, minority assistant
clerk; and Chris Traci, minority staff assistant.

Mr. SHAYS. I would like to call this hearing to order.

In November 1997, after extensive hearings on Gulf war veter-
ans’ illnesses, this committee found, quote, current approaches to
research, diagnosis and treatment unlikely to yield answers to vet-
erans’ life-or-death questions in the foreseeable, or even far distant,
future. We called for an aggressive, well-coordinated research ef-
fort, independent from constitutional inertia and bureaucratic self-
interest, to support the goals of accurate diagnosis, effective treat-
ment and fair compensation for all Gulf war veterans.

Since 1997, the Departments of Defense, Veterans Affairs, and
Health and Human Services, have spent more than $121 million
trying to meet basic research goals to better understand the extent,
the causes and the cures of Gulf war veterans’ illnesses. More than
150 studies have been funded. The Office of the Special Assistant
for Gulf War Illnesses contracted for additional studies and sur-
veys.

To assess the productivity of this substantial research program,
we asked the General Accounting Office, GAO, to examine the ex-
tent to which the agenda is being managed effectively, efficiently
and with an appropriate sense of urgency. Their findings validate
our initial assessment and confirm our worst fears about the pace
and prospects of the search for answers for sick Gulf war veterans.

The group charged to coordinate the research effort has not even
assessed how well the current portfolio is meeting established ob-
jectives. More than half of DOD’s total expenditures took place out-
side the multi-agency coordination framework designed to focus re-
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search and avoid costly duplication. Nine years after the Persian
Gulf war, basic questions remain unanswered. We still don’t know
how many veterans are suffering unexplained illnesses. We still
don’t know how their illnesses progress, and we still don’t know if
they’re getting any better.

We are, of course, mindful of the incremental nature of scientific
inquiry. Many Gulf war veterans’ illnesses are difficult to diagnose,
can only be treated symptomatically, and may be impossible to as-
sociate with a wartime exposure or event. But patience is no excuse
for a lack of vigilance. We must be certain all Federal research into
Gulf war illnesses is well designed, vigorously pursued, and keenly
focused on the most promising hypotheses.

Our witnesses today represent the GAO, the Federal depart-
ments and agencies conducting Gulf war studies, and private re-
searchers who have made some of the most significant findings in
this area, often without Federal funding. We look forward to their
testimony. And I might say, given the number of witnesses, it will
be more testimony than questions.

Mr. SHAYS. My colleague, Mr. Sanders.

Mr. SANDERS. Thank you very much, Mr. Chairman, and thank
you for all of your efforts over the last several years.

I will be brief. I think there’s some good news, and I think there
is some bad news out there. The good news is that when you and
I and others began bringing this issue to the floor because we were
responding to the pleas of thousands of Gulf war veterans all over
this country who told us they were hurting, who told us when they
walked into the VA hospital they were ignored or at best told they
had a psychological problem, I think we can say fairly that, since
that point, we have made some progress. That’s the good news.

The bad news, as you've just indicated, that after all the large
amounts of money that the government has spent on Gulf war re-
search, the truth of the matter is that today we do not have a
treatment for the close to 100,000 veterans who are hurting. We do
not fully understand the cause of the problem.

What is the good news? The good news is that, over the last
number of years, there have in fact been a number of studies which
we hope are bringing us closer to the truth. And I will just point
out a few.

Right now—and I see Dr. Jack Feussner here, and I'm glad he
is here—there is an important study being conducted at the VA
hospitals throughout this country testing a hypothesis. Micro-
plasma infection may in fact be one of the causes of Gulf war ill-
ness, and a treatment protocol is being developed. That is a step
forward.

Just the other day, we read in the papers that at Tulane Univer-
sity it appears that Gulf war veterans who are suffering from a va-
riety of illnesses have antibodies to squalene in their blood. This
may tell us something.

A couple of months ago, we heard from the Veterans’ Administra-
tion. Despite, Mr. Chairman, all that we had heard in the past that
pyridostigmine was ever so benevolent, it turns out that a study
came out from them that says that may not be the case, and
they’re not going to rule that out as a cause of Gulf war illness.
We have studies that suggest that veterans who are susceptible for
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multiple chemical sensitivity may in fact have higher incidences of
Gulf war illness than others. There are studies coming out of Texas
that suggest that people who are suffering from Gulf war illness
now have determinable brain damage that can be objectified and
seen. There are a number of other studies out there as well.

Now, my conclusion is that some serious scientists in this coun-
try are making some serious progress. I am pleased to see that the
VA is beginning, in terms of the microplasmic study, to begin to
move forward, but clearly they are not doing it enough and fast
enough.

My own hope, Mr. Chairman, is that we will be supportive of
those people in academia who have begun to make some break-
throughs and give them the support that they need. The truth of
the matter is that, from World War II to today, whether it is radi-
ation illness, whether it is Agent Orange, whether it is Gulf war
illness, the sad truth is that the U.S. Government has not treated
veterans with the dignity and the care that they deserve. And I
would hope that we support those men and women who put their
lives on the line who are hurting today by supporting that research
out there which is leading us closer to understanding the cause of
this terrible problem and developing an effective treatment.

Mr. SHAYS. Thanks.

Before calling on the first panel, I would also like to welcome Mr.
Metcalf, who has been very interested and active in this issue and
welcome any statement you would like to make for the committee
and also appreciate your participation in the hearing.

Mr. METCALF. Thank you very much, Mr. Chairman.

Thank you, Congressman Sanders, for signing my letter and for
your testimony today.

I would like to thank the other members of the subcommittee for
allowing me to participate in this hearing and express my concerns
regarding the Federal Government’s research efforts into the
causes and treatment also of Gulf war illnesses. I am deeply grate-
ful that you have remained steadfast in your efforts to try to find
the truth and to require accountability.

This hearing is focused on the fact that the Federal Government
has spent more than $133 million in research to determine the
causes of Gulf war illnesses and to find treatments. I applaud this
committee for asking what American taxpayers got for their money,
$133 million. Sadly, however, I must state that, in my mind, far
too little has been accomplished to actually help veterans suffering
from Gulf war illnesses.

I would like to draw the subcommittee’s attention to a new piece
of research that could make a significant contribution in addressing
the health issues of those suffering from Gulf war illnesses. The
paper is “Antibodies to Squalene in Gulf War Syndrome,” is an ar-
ticle that has just been published in the February 2000, issue of
Experimental and Molecular Pathology. Today, I am providing cop-
ies of this important study for members of the subcommittee.
Joined by several colleagues, yesterday I wrote to Secretary of De-
fensehWilliam Cohen asking for an objective analysis of this re-
search.

This peer-reviewed article found anti-squalene antibodies in a
very high percentage of sick Gulf war-era veterans. As a biomarker
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for the disease process involved in Gulf war illnesses, the assay/
blood test cited in the study could provide a vital diagnostic tool.
I hope this will quickly lead to improved medical treatments for
many who are suffering.

Many who have heard about this issue are anxious to understand
the ramifications, especially those veterans and their families
whose lives sadly have been directly affected. We certainly ac-
knowledge the need for further research. However, that should not
preclude a vigorous examination of the immediate benefits this
study may provide medical practitioners treating those who suffer
from Gulf war illnesses.

The House-passed version of the fiscal year 2000 defense appro-
priations bill included report language instructing the Department
of Defense to develop and/or validate the assay to test for the pres-
ence of squalene antibodies. This action was taken in response to
DOD unwillingness to cooperate with the March 1999, General Ac-
counting Office recommendation. It is my firm belief that the integ-
rity of the assay was the first step in finding answers.

Now that this study has been peer-reviewed and published, we
need to take the next step and build on established science. An in-
ternal review by the same individuals within the DOD who were
unwilling to cooperate for months does not constitute the kind of
science that those who sacrificed for this Nation deserve. Given the
published article, it seems prudent to use the assay if it could help
sick Gulf war veterans. At this critical juncture, I fervently hope
that Secretary Cohen agrees. All agencies charged with helping our
Gulf war era veterans should closely review this now peer-reviewed
study.

Mr. Chairman, I want to thank you again for your leadership
and look forward to continuing to work with you to find answers
and the best in medical treatment for our Gulf war era veterans.
Thank you.

Mr. SHAYS. Thank you.

We’ve been joined by two other Members—Ms. Schakowsky from
Illinois—and welcome any statement you would like to make.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman.

I just wanted to say that it was my honor to join Congressman
Metcalf in that letter to Secretary Cohen asking for an objective
analysis of the article, the study, the Antibodies to Squalene in
Gulf War Syndrome, and certainly hope that we can do everything
possible to quickly lead to improved medical treatments for the
many, many who are suffering.

Mr. SHAYS. Thank you.

Mr. Allen, nice to have you here.

Mr. ALLEN. Mr. Chairman, I'm happy to be here. I want to thank
you for holding these hearings. If I have other comments, I'll add
them later. Thank you.

Mr. SHAYS. Thank you.

We have three panels. The first panel we have one speaker ac-
companied by someone else as well, and we have on the second
panel five speakers and in the third panel four. The staff will pay
for this later. But we will be very attentive; and it will, in fact, be
helpful. There’s really no way to get around it. We do need to hear
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from each and every one of you, but we will have to give deference
to the testimony more than to the questions.

Our first panel is Mr. Kwai Chan, Director of Special Studies
and Evaluations Group, General Accounting Office, accompanied by
Dr. Sushil Sharma, Assistant Director from the same group. And
we are also going to have someone else as well, Dr. Betty Ward-
Zukerman from the GAO National Security and International Af-
fairs Division.

If you would all three stand and I'll swear you in.

[Witnesses sworn.]

Mr. SHAYS. The answer is yes on the part of all four.

Would you identify yourself for the record as well?

Mr. Woons. My name is William Woods. I'm with the Office of
the General Counsel of the General Accounting Office.

Mr. SHAYS. I appreciate your being sworn in in case we need to
rely on you for an answer to a question. Thank you.

I ask unanimous consent that all members of the subcommittee
be permitted to place an opening statement in the record and that
the record remain open for 3 days for that purpose. Without objec-
tion, so ordered.
| [The prepared statement of Hon. Helen Chenoweth-Hage fol-
ows:]



Statement of Congressman Helen Chenoweth-Hage
Subcommittee on National Security, Veterans Affairs and International Affairs
Committee on Government Reform
2154 Rayburn House Office Building
February 2, 1999

Thank you Chairman Shays. I would like to thank the Subcommittee for holding this
hearing to examine the research agenda for Gulf War veterans' illnesses.

Mr. Chairman, since the end of the Gulf War 100,000 veterans have reported
illnesses, rashes, and other ongoing health problems. Over the past four years, this
Subcommittee has investigated Gulf War veterans' health problems and provided important
oversight for federal research programs. Additionally, in examining the ongoing federal
research efforts today, this Subcommittee will provide critical insight as to the progress
federal agencies have made in coordinating their research activities and as to whether
research objectives have been fulfilled.

However, the fact remains that many of our veterans are still sick today. These
veterans risked their lives in service to this country to expel Sadaam Hussein from
Kuwait. The least America can do is ensure that they receive the proper care and research
into the illness that so many of them are experiencing. This subcommittee has provided
important oversight in this respect, and I am sure that it will continue to do so in the future.

Just in the past few days, a peer-reviewed study was published in the most recent issue
of Experimental and Molecular Pathology. This study revealed the presence of anti-squalene
antibodies present in high percentages among Gulf War veterans. As this study demonstrates,
much research into the cause of Gulf War veterans' health problems remains to be
done. Solid results regarding these illnesses must be obtained.

The most recent GAO report regarding Gulf War veterans' illnesses indicates that,
"Basic questions about the causes, course of development, and treatments of Gulf War
veterans' illnesses remain unanswered” (Gulf War Ilinesses: Management Actions Needed to
Answer Basic Research Questions, GAO/NSIAD-00-32, January 2000, p.4) This is
unacceptable. Better coordination of research is required for the veterans.

Mr. Chairman, thank you for scheduling this hearing today. I look forward to hearing
from our witnesses and believe that they will be able to accurately answer the many questions
and concerns that this subcommittee may have surrounding the coordination of federal
research on Gulf War veterans' illnesses.

Thank you, Mr. Chairman.
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Mr. SHAYS. I ask further unanimous consent that all witnesses
be permitted to include their written statement in the record. With-
out objection, so ordered.

Mr. Chan, you have the floor.

STATEMENT OF KWAI CHAN, DIRECTOR, SPECIAL STUDIES
AND EVALUATIONS GROUP, GENERAL ACCOUNTING OFFICE,
ACCOMPANIED BY SUSHIL SHARMA, PH.D., ASSISTANT DI-
RECTOR, AND BETTY WARD-ZUKERMAN, NATIONAL SECU-
RITY AND INTERNATIONAL AFFAIRS DIVISION

Mr. CHAN. Mr. Chairman and members of the subcommittee, it
is my pleasure to be here today

Mr. SHAYS. I'm going to remind you to put that mic down a little
bit farther and turn it that way a little bit.

Great, thanks.

Mr. CHAN. It’s my pleasure to be here today to discuss the re-
sults of our work evaluating the outcome of Federal investment on
Gulf war illnesses research conducted by VA, DOD, and HHS.

Before I begin, Mr. Chairman, I would like to go back to our
June 1997, report and repeat two of our major findings. First, we
found that neither DOD nor VA knew whether ill Gulf war veter-
ans had gotten better or worse since they were first examined. Sec-
ond, we reported that the ongoing epidemiological research would
not provide any meaningful information regarding the causes of
veterans’ illnesses.

Today I regret to report that little has changed. In spite of con-
siderable additional expenditures, we still do not know whether our
Gulf war veterans are any better or worse off since they were first
examined. Basic questions about the causes and treatment of their
illnesses still remain unanswered, and these agencies still have not
adopted one or more case definitions that might focus Federal re-
search efforts.

Let me discuss our results. I have four findings to report.

First, DOD, VA, and HHS spent over $121 million on research
investigations in fiscal year 1997 and 1998. DOD efforts account for
over 90 percent of that total. Over half was spent by DOD’s Office
of the Special Assistant for Gulf War Illnesses, which I will refer
to as OSAGWL

Our second finding concerned the results of these expenditures.
In this regard, we have three observations.

No. 1, the Persian Gulf Veterans’ Coordinating Board’s Research
Working Group has not published any assessment of the extent to
which its specific research objectives have been satisfied. We rec-
ommended and the agency agreed that such an assessment should
be published by the end of this year.

No. 2, most research is still ongoing. By mid 1999, of the 151
projects funded by the Federal Government, 30 percent had been
completed. While OSAGWI has received 19 of the 20 reports due
from its contractors, it has publicly released only 6 of them. Of
these reports, 14 had remained in draft or in review status for a
year or longer.

No. 3, even basic questions regarding the number of veterans
with unexplained symptoms and the causes and progression of the
illnesses remain unanswered. In addition, the Research Working
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Group has not endorsed any case definitions that might focus Fed-
eral research efforts. Most of the federally funded epidemiologic
studies have been descriptive and not designed to test specific
hypotheses about causes of veterans’ illnesses.

Our third finding pertains to the activity of OSAGWI. We found
its research activities were not effectively coordinated with the Re-
search Working Group. The rationale given to us was based on se-
mantic distinctions. Both VA and DOD tell us OSAGWT’s activities
involve investigations rather than research and therefore are not
subject to oversight or monitoring by the Research Working Group.
This weak coordination resulted in some duplication of effort. For
instance, OSAGWI, VA, and HHS commissioned separate reviews
of the literature on the health effects of depleted uranium. In addi-
tion, OSAGWI and VA have funded RAND and the National Acad-
emy of Sciences respectively to perform literature reviews regard-
ing potential Gulf war exposures.

Finally, with regard to the management of contracts supporting
OSAGWI, we found that task orders worth over $20 million were
awarded improperly, and the office discouraged competition for an-
other task order by specifying a preferred vendor. Because
OSAGWI is likely to continue to spend a significant part of its
budget on support contracts, it needs to ensure that its contracts
fully comply with applicable laws and regulations.

Mr. Chairman, this concludes my statement; and I would be
happy to answer any questions you may have.

Mr. SHAYS. Thank you.

[The prepared statement of Mr. Chan follows:]
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Mr. Chairman and Members of the Subcommittee:

We are pleased to be here today to discuss our recently completed report on the research
and investigations conducted on Guif War veterans’ illnesses.’ Many of the approximately
700,000 Gulf War veterans have complained of ilinesses since the war's end in 1991, and
over 10 percent have completed heaith examinations through the Department of Veterans’
Affairs (VA) or Department of Defense (DOD). Some are concerned they are suffering
from chronic disabling conditions because of exposures during the war to agents with
known or suspected effects on health. In response to this concern, the government has
funded research, investigation, and information activities through various agencies,
including DOD, VA, and the Department of Health and Human Services (HHS). These
agencies participate in an interagency group, the Persian Gulf Veterans’ Coordinating
Board, which was established in 1994 to coordinate these activities. The Coordinating
Board’s Research Working Group, currently chaired by the Department of Veterans’
Affairs, focuses on research planning, review, and dissemination, but it is not authorized to
manage or distribute the Departments’ research funds. In 1996, DOD established the
Office of the Special Assistant for Guif War llinesses to oversee DOD'’s efforts regarding

ilinesses being experienced by Gulf War veterans.

As requested, today we will discuss the expenditures on these efforts by the Departments
of Defense, Veterans’ Affairs, and Health and Human Services and our work to evaluate

their results. Specifically, we determined

' Gulf War llinesses: Management Actions Needed to Answer Basic Research Questions (GAQ/NSIAD-00-
32, Jan. 8, 2000}.
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the amount of money that these three departments spent in fiscal years 1997 and 1998

on research and investigation into Gulf War veterans’ ilinesses and health concerns,

the results of the research and investigation spending,

the extent of coordination between the Coordinating Board’s Research Working Group

and DOD’s Office of the Special Assistant for Gulf War llinesses, and

the management of contracts supporting DOD’s Office of the Special Assistant.

SUMMARY

| will briefly summarize our four principal findings before providing more detait.

First, during fiscal 1997 and 1998, the Departments of Veterans’ Affairs, Health and
Human Services, and Defense spent more than $121 million for research and
investigation into Gulf veterans’ illnesses. The Defense Department spent $112 million

of this total, mostly through its Office of the Special Assistant for Gulf War illnesses.

Second, results of the research and investigation activities are accruing slowly and
basic questions about the causes, course of development, and treatments of Gulf War

veterans’ illnesses remain unanswered.

Third, the activities of the Office of the Special Assistant are not effectively coordinated

with those of the Research Working Group.
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- Finally, work was improperly awarded to the Office’s sUppon contractors for tasks worth

more than $20 million.
DOD SPENT MOST OF THE RESEARCH AND INVESTIGATION FUNDS

DOD spent most of the $121 million used for Guif War research and investigation by the
three agencies in fiscal 1997 and 1998. The Department of Health and Human Services
reported it spent less than $2 million, the Department of Veterans’ Affairs $7 million, and
DOD $112 million. These amounts exclude expenses for examinations and clinical care of
ill veterans. Within DOD, the Office of the Special Assistant spent the largest amount, $65
million, while other activities, such as the medical research efforts catalogued by the

Research Working Group, accounted for $47 million.2

Representatives of the Office of the Special Assistant told us that the Office had projected
spending $36 million in fiscal 1999 and $30 mitlion in fiscal 2000. These officials told us in
1998 that they were seeking the guidance of the President’s Special Oversight Board on
DOD Investigations of Chemical and Biological Incidents to determine what portion of the
Office’s investigative work should continue and how it should reduce the role of the Office.

However, funding for the Office is included in DOD’s budget through fiscal 2005.

2 The expenditures for VA's studies do not include overhead costs because indirect costs are included under
VA's medical care appropriation. Similarly, the majority of HHS’ expenditures represent direct costs only.
DOD’s spending does not include overhead costs for internal studies run by the Department but does for
external ones financed by the Department. In addition, the numbers reported for the Office of the Special
Assistant include overhead costs and some spending on veteran outreach.
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BASIC QUESTIONS ABOUT VETERANS’ ILLNESSES REMAIN UNANSWERED

Regarding the results to date of the three Departments’ research and investigations, we
have several observations. First, as of November 30, 1999, the Research Working Group
of the Persian Gulf Veterans’ Coordinating Board had not published an assessment of the
extent to which the research agenda has satisfied the objectives it identified in 1995.
These objectives include questions about the prevalence of specific health problems and
exposures among the veteran population and the way the prevalence differs between Gulf
War veterans and appropriate control populations. We recommended, and agency
officials agreed, that a date should be established in 2000 for publication of this

assessment.

Also, while findings from research are beginning fo accumulate, most of the sponsored
studies are ongoing or in review. By mid-1999, of the 151 research projects monitored by
the Research Working Group, 70 percent were still ongoing, including 19, or about 30
percent of the 62 that were scheduled for completion by then. Group officials attributed the
extended completion dates either to efforts to collect or incorporate additional data or to
unanticipated delays, such as difficulties in securing approval to collect data or problems in

locating and recruiting veteran participants.

In addition, DOD’s Office of the Special Assistant for Gulf War lilnesses had received 19 of

the 20 reports due from its major research contractors. However, only 8 had been publicly
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released; the remainder was largely in various stages of interagency review. Fourteen of

these réports had remained in draft or review status for a year or ianger.3

While federally sponsored studies have resuited in some descriptive information
concerning veterans’ symptoms, many basic guestions remain. Identification of the
potential causes of veterans’ unexplained symptoms has been difficult because
researchers are faced by persistent problems in ascertaining veterans’ specific exposures.
in addition, the Research Working Group has not endorsed any case definition or set of
such definitions that might focus federal research. These difficulties led us to conclude in
our 1987 report that the many epidemiological studies being sponsored would not provide
definitive information on the causes of veterans’ illnesses.® In particular, difficulty in
accurately classifying veterans by the levels of their exposure to specific agents makes it

hard to detect associations between exposures and health outcomes.

Other basic questions remain unanswered 9 years after the veterans returned home. As
sarly as 1994, a National Institutes of Health Work Group that met to consider research
needs on Gulf War veterans' illnesses, observed that better estimates of the prevalence of
symptoms were desirable. In 1997, we noted -- as did the Special Investigative Unit of the
Senate Veterans’ Affairs Committee -- that open questions included how many of the

veterans who had been examined had unexplained ilinesses or symptoms. However, a

’ For a review of the Office’s investigatory activities, see Guif War linesses: Improved Menitoring of Clinical
Progress and Reexamination of Research Emphasis Are Needed (GAO/NSIAD-87-163, June 23, 1997).

Epidemiology is the study of the distribution of iliness. Epidemiological studies generaily first describe
patterns of iliness, environmental factors, and exposures. Researchers then form hypotheses based on
patterns seen in such descriptive data and conduct analytic epidemiological studies to test these hypotheses,
often by comparing the exposures of persons who fit specific illness criteria to those whe do not or by
comparing rates of iliness among persons with different levels of specific exposures.
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September 1999 report of the Institute of Medicine noted that no systematic evaluation has
been done to determine whether or how veterans’ health status ié chamging.5 Also, in its
1998 report to Congress, the Research Working Group acknowledged that no government
research is specifically directed toward understanding the progress of Gulf War veterans’
illnesses over time and that research should assess the long-term health of these

veterans.®

Some data that might be helpful in answering such questions are being collected as part of
a national health survey of Gulf War veterans being conducted by VA, but an analysis of
these data was not available at the close of our review. In addition, an HHS-sponsored
project, which began in 1997, is assessing the persistence and stability of veterans’

symptoms over time. This study is planned to end in 2000.

We recommended that steps be completed to compile data on the number of Gulf War
veterans with unexplained illnesses, the treatments they were receiving, and the success
of these treatments. DOD partially concurred with this recommendation and VA did not
concur. Neither agency opposed the collection of information on the number and health
status of Gulf War veterans with unexplained illnesses. However, VA stated that it could
not implement the recommendation as worded without specific case definitions (that is,
criteria to identify distinct illnesses). DOD objected that veterans’ illnesses were not

amenable to a single, unifying case definition. Although consensus on a single definition

% Institute of Medicine, Gulf War Veterans: Measuring Health (Washington, D.C.: National Academy Press,
Sept. 1999), p. 3, 35.

8 persian Gulf Veterans’ Coordinating Board — Research Working Group, Annual Report to Congress — 1998
(Washington, D.C.: PGVCB RWG, June 1999), p. 53.
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would simplify this task, it is not essential. Nonetheless, we agree that some categorization
scheme or set of working case definitions will be useful in counting the numbers of
veterans that have unexplained illnesses of some type and we revised our
recommendation to reflect this. In September 1999, the institute of Medicine issued a
report to VA which recommended a methodology for measuring veterans’ health status.
This approach is consistent with our recommendation that VA and DOD select a strategy

for answering this question and compile the appropriate data.

ACTIVITIES ARE NOT EFFECTIVELY COORDINATED

The Office of the Special Assistant's activities have not been effectively coordinated with
those of the Research Working Group to maximize the efficient use of resources. Group
and Office representatives stated that the Office’s activities involve investigations, not
research, and were therefore not subject to coordination. However, in a 1997 letter to the
Office of the Special Assistant, the Research Working Group clearly regarded some of the
Office’s activities as research. Regardless of whether the work of the Office is considered
research or not, it describes the extent and nature of veterans’ possible exposures to
hazardous materials. Characterizing veterans’ exposures is the focus of several of the
research objectives the Group established in 1995, and the Office’s investigations of
potential exposures shouid be germane to researchers trying to identify the consequences

of such exposure.

The lack of effective coordination between the Group and the Office also increases the

potential to miss opportunities to take advantage of ongoing and completed work by other
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agencies. For example, in January 1998, the Institute of Medicine presented a proposal to
VA, which was funded under a congressional mandate, 1o pursue 'studies at a projected
cost of $1.25 million 1o review, evaluate and summarize the available scientific and medical
information regarding the association between Gulf War veterans’ exposures and the
adverse health effects they had experienced. However, in 1997, the Office of the Special
Assistant contracted with RAND at a cost of more than $1.5 million to conduct a similar
review.” In addition, the three Departments separately funded reviews of the health effects
of depleted uranium. Better coordination of these efforts might have saved both time and

money.

To prompt these offices to work mare closely on behalf of all veterans, we have
recommended that the three Depariment secretaries direct the Executive Director of the
Research Working Group to effectively coordinate the efforts of the Office of the Special
Assistant for Gulf War llinessas with related activities of DOD, VA, and HHS to prevent
duplication and improve the efficiency of resource use. We believe that greater
cooperation, exchange of information, and coordination will help expedite the process and

help find solutions the veterans need.

CONTRACTING FOR THE OFFICE'S SUPPORT SERVICES WAS FLAWED

With regard to the management of contracts supporting the Office, we reviewed four
support agreements, which accounted for more than 91 percent of the $47 million the
Office spent for support services. We found that two task orders worth over $20 million

were awarded improperly, and the Office discouraged competition for another task order by

" The Office eventually authorized RAND work valued at $3.2 million.
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specifying a preferred vendor. Because the Office is likely to continue to spend a
significant part of its budget on support contracts, the Office needs to ensure that its

contracts fully comply with applicable requirements.

We recommended that the Secretary of Defense direct the Office of the Special Assistant
to replace an improperly awarded task order with a proper contracting arrangement as
soon as practicable. Finally, we recommended that the Secretary direct the Office that all
future support contracts should comply fully with applicable laws and regulations. DOD did
not concur with these recommendations, stating that the Office of the Special Assistant
does not have its own contracting officers and relied on the judgment of contracting
professionals outside the office, who did not object to the Office’s contract actions. We
recognize that the Office of the Special Assistant relies on contracting professionals
outside the office to execute its support contracts. Nevertheless, the office is, at a
minimum, responsible for determining its requirements for support, a process that in one
instance resuited in naming a preferred vendor and in another led to an overly broad
statement of work. The effect of these practices is to discourage competition. It is
important that both requiring agencies, such as the Office, as well as agencies that execute

contracts, adhere to the statutes and regulations designed to maximize competition.

Mr. Chairman, this concludes my statement. | would be happy to answer any questions

you may have.
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Mr. SHAYS. The chair recognizes Mr. Sanders.

Mr. SANDERS. Thank you, Mr. Chairman.

Mr. SHAYS. I'm sorry. I do want to recognize Mr. Blagojevich.

Mr. SANDERS. Mr. Chan, thank you for your testimony.

Let me ask you a question. What concerns me is that a number
of studies have been done, a lot of money has been spent. In your
judgment does—do the people who are funding these studies now
in the VA and the DOD and the relevant committees, can they
come before us today and say, look, the good news is that we are
making some progress here. We are looking at this. This theory has
now been disregarded. We know this, we know that. Or are we
going to continue to see a myriad of studies all over the place lead-
ing us nowhere?

The question is, 9 years later, where are we? Where are we going
to go? I'll ask representatives of the VA and DOD this question in
a little while.

But what have we learned? It doesn’t do us any good to have a
million studies if we don’t have any conclusions. What have we
learned? It sometimes sounds nice or it is a good press release. We
are spending $5 million for another study. What have we learned?
Where are we going? What are we trying to prove?

So what I'm asking you is, what hypotheses are out there based
on all of these studies? Where do you recommend that we continue
to go? What theories should we be pursuing?

It seems to me that in recent years, as I said a moment ago,
there have been what appears to those of us who are laymen some
breakthroughs. Are those being pursued?

Now, a couple of years ago, before this committee, we were told
by many of the VA and the DOD people that the problem was
“stress.” Is that still a hypothesis that is being advanced or have
we gone beyond that?

Bottom line is, after all of this money, where are we today?
Where do you think we should be going?

Mr. CHAN. Should I answer question one or two?

Mr. SANDERS. Both.

Mr. CHAN. We said that there are over 151 of these projects and
that Federal research began back in 1994, so if you look at it from
that perspective, we are generating probably two projects a month
over this period. So we have lots of work in progress.

And, initially, I think, we started very slowly. I'm talking about
the agencies’ acceptance that in fact the illnesses are out there. By
the time they accepted it, I think they had attached to a specific
hypothesis, which was stress, to the exclusion of any other kinds
of hypotheses. When Khamisiyah came along, then it became an-
other set of hypotheses about low-level exposure to chemicals and
then suddenly have a whole set of different possible causes or
agents. And so now what you see is really almost like fruit trees
with lots of fruit hanging and we are picking one or the other.

I think you’re right that, in a certain way, we reached a certain
stage. Now there are, in fact, some scientific results that show
promise; and we are beginning to find that—in fact, I think CDC
had found that, through its Pennsylvania study—that there are po-
tentially some broad case definitions to allow people to at least
focus on where the efforts should be.
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But generally, I think, a different way to answer your question,
is that the impression from the outside is that the agencies are
very slow in accepting that, in fact, they need to investigate in this
area, that the pursuit of science is the end goal of this research,
not treating the soldiers. So in 1997 when we testified before you,
our comment was that in fact a lot of projects are focused on
epidemiolog study and there are potential problems in gathering
that information because of difficulty in recall and specifying loca-
tions and exposure and the problem of not having a case definition.

Mr. SANDERS. Let me just reiterate, Mr. Chan, and I'll end at
that.

If we had before us today a panel of experts dealing with AIDS,
for example, they could tell us over the last 10 years what has been
discarded, what has been accepted, and where they are going and
where they hope to be in the next 5 years. I have the unfortunate
feeling, the unpleasant feeling that that is not the case with Gulf
war illness, that we may well hear the same testimony, well, we're
not quite sure. It may be stress. It may be not. Blah, blah, blah.
And after $120 million there will not be somebody from the VA or
DOD to say, well, we have discarded this theory. It is not stress,
that is for sure, because of a, b, and c¢. We’re narrowing in on this.
We’ve made some progress on that. We're going to put more money
into that, but that’s no longer relevant.

Is my statement a fair statement?

Mr. CHAN. I believe so. I think initially DOD basically stated
that there were no problems out there; and when we found there
were some problems, they said, well, they are not unique. When we
found there are unique things have been found then DOD says we
need more research. That’s the paradigm you have.

If T step back from it, my question would be not so much are
these successful research projects but rather “now what?” Where do
we go from here? At what point do we decide to emphasize moving
on to diagnosis and treatment because the research really doesn’t
touch the soldiers in the way you intended.

Mr. SANDERS. I'm concluding by saying we hope the result—one
clinical test that is out there is testing the mycoplasmic theory. The
VA is doing that. We hope if that test turns out to be positive, we
will in fact have a treatment. Other than that, I'm not quite sure
I know what the VA and DOD are doing.

Mr. Chairman, thank you; and, Mr. Chan, thank you.

Mr. SHAYS. Ms. Schakowsky.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman.

Being new to this panel, I learn things every day that astonish
me. That of the nearly 700,000 veterans of the Gulf war, I under-
stand from our committee memo, 100,000 or more have been com-
plaining of illnesses. And we hear about $121 million and all of
these committees and 9 years. And so let me ask a couple of I think
pretty obvious questions that come to mind.

In one part of your testimony, you said there is no government
research specifically directed toward understanding the progress of
these illnesses over time. What do you mean by that?

And in another part of this, the testimony, you mentioned an
HHS project to assess the persistence and stability of veterans’
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symptoms over time. What’s the difference? On the one hand you
say there isn’t one and there’s an HHS study.

Mr. SHARMA. I think what we said before in 1997, that since we
cannot conclude what may have caused their illnesses because of
the absence of precise and accurate information about how many
agents they were exposed to for how long, et cetera, a different way
of approaching this issue would be to understand the natural his-
tory of the disease by following these individuals over time and
monitor the progression of the disease.

At the same time, you take a look at what kind of symptomatic
treatment physicians are currently providing because they are
being treated by a number of physicians all over the country. Some
of those treatments may or may not be effective, and therefore you
take a look at what works, what doesn’t work, and then you share
this information with the rest of the physician community.

That type of research was not being done and after a consider-
able amount of time, VA has now reluctantly agreed to do this type
of work. The CDC report that we are referring to is a survey in
which they looked at two points in time but this is the kind of work
that should be systematically done.

Ms. ScHAKOWSKY. To followup on something that Mr. Sanders
was saying, it seems like there’s a lot of data and none of it fits
together and none of it leads anywhere and none of it seems to
make any sense in the end. You talk a good deal on the report
about coordination. What can we do to get better coordination?

You have, for example, lack of coordination which could result in
duplication as in the literature review contracts from the VA and
DOD. The VA responded in comments to your draft report that
these two projects used different methods, have different goals and
are not duplicative. Do you agree?

Mr. CHAN. No. I think that example is symptomatic of the prob-
lem in the approach being taken toward research.

You know, literature review is great if the literature includes rel-
evant cases, but basically they are not really there. The problems
with pyridostigmine bromide have been known for a long time. I
said, so what? What do we do from here?

I think there’s a disconnect here basically between science and
policy. And I really hate to bring it up at this stage like that, but,
generally, the public wants answers to questions like who is sick,
how many are sick, are they being treated, are they being taken
care of, how well are they being treated, are they getting better,
are they worse, is there something that is helpful, that can be
shared with others? Those are the kind of questions people are ask-
ing.

The inside researchers are focused on testing specific hypotheses.
Is it this agent, is it that agent, is it chemical, is it PB, is it Leish-
maniasis, is it oil well fires, and so on. They focus on very specific
agents and toxins that can affect the body. So the two types of
questions are disconnected in a sense. Then when you find out that
one agenct is an unlikely cause, the other one is also unlikely and
so on, it doesn’t satisfy the people who are left suffering.

I'm trying to look for an analogy. It’s almost like if someone tells
you we have reduced the sulfur level in the air by X percent, the
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question that you want to ask is, can I breathe? We're not answer-
ing that. That’s the disconnect I see.

So I agree that, in a way, we’re advancing through hypotheses
and find some interesting stuff. But in the end you find the people
who are suffering just want treatment and attention.

Ms. SCHAKOWSKY. Thank you.

Mr. SHAYS. Mr. Allen.

Mr. ALLEN. Thank you, Mr. Chairman.

Forgive me for groping on this issue a little bit, because, obvi-
ously, there are those of you who spent a good deal more time try-
ing to understand this than I have, but I am struck by a couple
of your comments, Mr. Chan, and some other things that I have
been through. I am just going to talk for a moment and then I
would like your reaction to what I say. Because though I'm obvi-
ously in a field that is not my field, there are a couple of things
that strike me about how this research might be going based on
what you said and how it might be redirected.

It strikes me that to the extent—you just said that a lot of the
research focuses on specific toxins as if the analogy were to find the
particular virus that was causing a particular illness that basically
acts the same way on all human beings and that, it strikes me, is
a path of the research that may not be particularly productive be-
cause we may be dealing with something that is different.

And I'm going to mention now a woman in my district has just
put together this collection called Casualties of Progress: Personal
Histories from the Chemically Sensitive. Her name is Allison John-
son. And what she’s done—she’s published this at her own ex-
pense—is a series of stories. Six of them are stories of Gulf war
veterans, but they are stories about people who are afflicted with
multiple chemical sensitivity. And though I would not pretend to
have read this, I only got this 2 days ago, what I would say is this.

It strikes me that you have very individual reactions of the mul-
tiple chemically sensitive to a wide variety of different kinds of—
and I hesitate even to use the word toxins—chemicals of different
kinds. But what’s striking is the reaction. The symptoms may be
different for different individuals; and, in fact, the causation, the
chemicals, the agents that are causing a human being to react this
way are different for different people. So to the extent we do re-
search pursuing is it PB, is it the oil, whatever, that research is
not as likely to lead anywhere productive.

What I am struck with from just glancing this moment at your
report is appendix III and the failure and the effort to reach a
working definition and, in particular, Mr. Haley’s definition saying
the three primary syndromes are impaired cognition, confusion-
ataxia, this is page 31 of the report, and arthro-myo-neuropathy.
I guess that’s how you pronounce it. Isn’t it the case that if we're
going to get a grip on this problem that there needs to be sort of
some consensus about how to go at it, what kind of problem we’re
dealing with?

To me, that’s not so much a problem of research. It’s a problem
of conceptualizing what it is we're talking about.

And so what I guess what I'm asking is, is any of the research
directed, first of all, specifically to the multiply chemically sensitive
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to this sort of area and, second, is there in your opinion a focus of
the research that is off track or needs to be changed or whatever?

That’s a long, rambling statement, but I trust you can do some-
thing with it.

Mr. CHAN. Let me try.

I think the approach that’s been taken over the past 9 years is
the classic scientific approach one would take. That is, you look for
possible agents and then determine potentially what’s the exposure
level, are there responses to it, are there potential causes and ef-
fects. If there is something, then what the diagnosis should be and
then the treatment and measure outcome. That can be done if it’s
merely a single exposure, particularly if we're talking about a virus
or other things of that kind.

I think that worked well in the past as a model that I've seen,
and certainly there are lots of success stories from that. But I
think—I tend to agree with you that this model may not work here,
that a different model may be needed—not so much because sci-
entists cannot arrive at conclusions but rather because you’re talk-
ing about multifactorial effects.

The approach basically they have done is to take out the possible
potential causes individually rather than accepting multifunctional
causation as a possibility. That is, if you have one agent and find
it can cause a 1 percent change and that’s not significant, then you
withdraw that and try another one. But putting them together may
identify synergisms that occur. So I don’t think the model used
starts out looking at it that way.

Back in 1997, we felt that reliance on the traditional model of
those responses and exposures which we didn’t know much about
for this particular war, then why not begin to diagnose the problem
of the illness and then look for treatment that may turn out to be
successful or even failure, to learn from that. That’s how we ended
up with our recommendations.

So I agree that you have to look at it differently.

Mr. SHAYS. Mr. Blagojevich.

Mr. BLAGOJEVICH. Thank you, Mr. Chairman.

First of all, Mr. Chan, let me just reiterate what Congressman
Schakowsky said about 700,000 Gulf war veterans across the coun-
try. Of them, over 100,000 nationwide—in our State of Illinois,
3,500 of them are sick due to possible toxic exposure during the
Gulf war, yet we have no diagnosis or a cure. My question to you,
sir, is are we getting any closer to understanding the causes of the
Gulf war illness? That’s my first question.

Mr. SHARMA. I think there are several testable hypotheses that
have been proposed in the published research that was done out-
side the Federal Government funded research.

One way to approach this issue is to test those hypotheses and
see if indeed these individuals could get better.

The second approach is that if you’re not going to do a
hypotheses testing research, then you monitor these individuals
over time because these individuals are experiencing symptoms
which we may not be able to explain why, such as headaches or
arthritis, but there are certainly some symptomatic treatments
available. If those symptomatic treatments are effective and work-
ing and different people have different approaches for treating the
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same thing, then that kind of information should be systematically
collected, evaluated and then disseminated to others. This is cur-
rently not being done. Specifically, there are several testable
hypotheses. They are not being proactively and vigorously pursued.

Mr. BLAGOJEVICH. You've mentioned that researchers face per-
sistent problems in ascertaining veterans’ specific exposures. What
do you mean when you say that?

Mr. CHAN. Well, most of the data that’s gathered through the
registries and the studies, through telephone interviews, are based
on recall. They ask questions not only on where you were. It’s very
difficult for a soldier to say I think I have been exposed to, let’s
say, chemical agents without knowing it’s ever been used. That’s
the difficulty about it and that’s what I meant by the need to know
what you’ve been exposed to.

And even tracking who got what type of vaccine was difficult be-
cause the records weren't clear as well as how many PB pills that
you would take and could you be affected by radiation because
when we start bombing Iraq the radiation could leak out and so on.

The soldiers have no idea about what they were exposed to. All
they know is they're feeling bad, and these are the kinds of symp-
toms that they have. So it’s hard to reconstruct. And I think the
example one would go back to is how difficult it was for us to track
the use of dioxins such as Agent Orange back in Vietnam.

Mr. BLAGOJEVICH. Thank you.

Mr. SHAYS. Mr. Chan, we want our troops properly diagnosed.
We want them effectively treated, and we want them fairly com-
pensated. That’s the bottom line. Do we know who is sick? Answer-
ing this way doesn’t allow the recorder to respond. Do we know
who is sick?

Mr. CHAN. We know some people who are sick. We don’t know
how many are sick and whether they are coming through the sys-
tem or going to private physicians.

Mr. SHAYS. Do we know how sick they are?

Mr. CHAN. No.

Mr. SHAYS. Do we know if they are getting any better or any
worse?

Mr. CHAN. We don’t know.

Mr. SHAYS. Has there been any progress in GAQO’s 1997 rec-
ommendations to the research board?

Mr. CHAN. Well, there were a few more studies done, but gen-
erally I would say that concerning the progress to the end goal or
treatment, no, there hasn’t been any progress toward that.

Mr. SHAYS. To what extent does the Federal research effort on
Gulf war illnesses include the development of a system to track, di-
agnose, and treatment outcomes of veterans?

Mr. SHARMA. I don’t think there has been any systematic ap-
proach to following up these individuals over time. These agencies
have not shared with us any such plan.

Mr. SHAYS. To what extent have the 21 major research questions
set by the Research Working Group in 1995 been answered?

Ms. ZUKERMAN. The Research Working Group hasn’t published
an assessment of the extent to which those questions have been an-
swered. They told us last year that some of them had been an-
swered more completely than others.
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Mr. SHAYS. So there have been—there’s been none, correct?

Ms. ZUKERMAN. No assessment, that’s right.

Mr. SHAYS. In what ways was OSAGWTI’s support contracts im-
properly awarded?

Mr. CHAN. I can answer in general. I think we looked at the con-
tract and we found a problem with three of the contracts that were
made. The problem with one was the statement of work was too
broad. The second was that it was outside of the scope of the con-
tract for what the contractor was doing. And, finally, OSAGWI
made known up front that they have a preferred vendor so, as a
result, they are the only one who actually compete for it. But the
general principle we go by is that these contracts should be there
to enhance competition, and by these actions we find that it did not
enhance competition.

Mr. SHAYS. The President established a Research Working Group
which was to get the DOD and the VA and HHS to work together.
What are the consequences of OSAGWTI’s decision to avoid coordi-
nation of its activities with the Research Working Group?

Mr. CHAN. Well, the consequences that you end up having dupli-
cation. We have two examples of that, particularly with depleted
uranium and PB.

Ms. ZUKERMAN. The review of literature.

Mr. CHAN. Right, the review of literature and so on. I think those
were the examples. And I think the issue is really not so much of
the costs involved but rather the lost opportunity to address other
more important issues that need to be addressed.

Mr. SHAYS. In your four findings—obviously, we spent $121 mil-
lion in 2 years. You said that the Persian Gulf War Coordinating
Board’s research group has not published any assessment to the ex-
tent of to which its specific research objectives has been satisfied.
That’s just a devastating finding. You said research is ongoing, and
then you said OSAGWI has received 19 of the 20 reports due from
its contractors. It has published only six. Of these reports, 14 re-
mained in draft or review status for a year or longer. That to me
is unbelievable. I'd like to know what the heck is going on as it re-
lates to that point.

Mr. CHAN. Well, when we initiated our study at your request one
of the purposes was to examine the contracts—particularly the
ones with RAND—and at that time OSAGWI had six of the draft
reports to review. And the review, that theyre talking about, oc-
curred when the contractor had delivered the product to DOD and
then it was reviewed internally.

Mr. SHAYS. But it sounds like, one, you don’t like the results or
you’re trying to change the results. But the bottom line is you paid
for a study. Show us the study.

Mr. Metcalf, you have the floor.

Mr. METCALF. Thank you, Mr. Chairman.

Yes, Mr. Chan, I would like to ask you and your colleagues to
comment on this new peer review study, if you will. Since it has
now met the criteria that the Department of Defense had set forth,
that is, peer review publication, and the antibodies to squalene and
Gulf War Syndrome appears to me to meet that request, how
should we best use what we now know to date?
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Mr. CHAN. Well, at your request, we did a study and published
it back in March of last year; and at that time I think we did not
really evaluate the science of developing an assay to the squalene.
We did find it’s plausible that it could be done but certainly we did
not examine the possible cause and effect in terms of the health of
the veterans. But, nevertheless, I think the title of our report stat-
ed that questions about presence of squalene antibody in veterans,
can be resolved.

I want to emphasize the words “can be resolved”. At the time,
the Department of Defense, particularly in the Office of Health Af-
fairs, said we never gave them the squalene, and it’s not our prob-
lem, and if indeed it’s a case, it’s important for the research to pub-
lish their results through a peer-reviewed journal.

At that time we also said that we disagreed with DOD in regard
to that issue, because we felt that DOD should take the oppor-
tunity to begin addressing the potential and possibly resolving the
question of whether or not the squalene antibody could be contrib-
uting to the illness of Gulf war veterans. And what we suggested
was a very small step. The small step is, well, if it takes too much
effort internally to develop such an assay and develop it, why don’t
we just go and ask the researchers at Tulane and try it out if in
fact the researcher is willing to share their own assay. And DOD
did not do that. And so, as a result, I think finally this article has
beeil published; and I hope DOD would consider this thing seri-
ously.

Mr. METCALF. Has there been a serious examination of the role
that vaccinations may have played in Gulf war illnesses and should
there be a serious examination in your view by the DOD?

Mr. CHAN. I think the answer is yes, but I would like to raise
it in light of—unfortunately, I'm trying to recall.

I think it’s important to understand—not just to focus on the An-
thrax vaccine per se but also that the soldiers received over a
dozen and a half different vaccines during that period because they
are being deployed into areas where it’s unclear how well they are
prepared to meet the environmental conditions. So not only did
they have the normal type of vaccines but also vaccines against bio-
logical agents and even countermeasures against chemical agents
such as PB pills and so on. So there are a lot of things that the
soldiers received. There’s no study as to whether the combination
of these things the soldiers received could have any effect on them
in general.

Mr. METCALF. Thank you.

Mr. SHAYS. We will go back to other committee members and see
if they have a followup question, but I want to just ask you how
many peer review studies has Federal research spending produced
in the last 2 years?

Ms. ZUKERMAN. We looked at those projects that had been com-
pleted by the end of 1998 to see what portion of the completed
projects had resulted in one or more peer reviewed reports, and we
found that about two-thirds of them had. I think Dr. Feussner can
probably provide current information on the total number of publi-
cations.

Mr. SHAYS. Thank you.

Mr. Sanders.
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Mr. SANDERS. Thank you, Mr. Chairman.

Let me get back to a point that I tried to raise before. During
World War II, the U.S. Government wanted to build an atomic
bomb, and they developed—that was the end goal. For better or
worse, they wanted an atomic bomb.

The President then put together a project called the Manhattan
Project. They assembled the best minds in the country. They went
forward in a relatively short time. They got their goal. My thought
had been from the very beginning that, to solve the problem of Gulf
war illness, that is something that we had to do as well. What 1
am stunned and distressed about is the absolute lack of direction.

Now, the military knows something about winning wars. It
doesn’t matter if you win a battle over here or if you do something
over there. The goal is to win the war.

Our goal is to understand the cause of Gulf war illness and to
develop an effective treatment. That’s clearly what we want to do.
We don’t want to scatter over a million different directions. We
need a general, somebody who is ultimately saying this is good re-
search. We’re gaining on it. This is useless, forget it. Let’s keep
going. We’re putting our money in here.

Clearly, it seems to me that has not been the case, at least from
the U.S. Government. That’s the bad news.

The good news, it seems to me, is that, as I think Dr. Sharma
indicated, outside of Federal funded research, there appears to
have been some breakthroughs. None of us to the best of my knowl-
edge here are scientists. That’s our problem. We have to rely on
you and others to tell us the truth and the validity of some of the
studies that we’re seeing.

This is my question. Mr. Metcalf raised this a moment ago. Just
the other day at Tulane a study comes out that says that it is, in
layman’s terms, if somebody has squalene antibodies in them, it is
likely that they are suffering from Gulf war illness. If they do not,
it is likely they are not suffering. From a layman’s point of view,
this seems to be a breakthrough done outside, I guess, of federally
funded research. Simple question. After 9 years, has the U.S. Gov-
ernm‘?nt itself, the VA, the DOD, been doing research on this
issue?

Mr. CHAN. Not in terms of the effect of squalene on individuals,
but they have done research using squalene in other vaccines.

Mr. SANDERS. Let me again, as a layman, if it turns out that he
has squalene antibodies, he does not have squalene antibodies, he
has Gulf war illness, he does not. Am I wrong in suggesting that
is a significant breakthrough, that we have learned something?

Mr. CHAN. Potentially, yes.

Mr. SANDERS. Potentially, yes. It stuns me that we need Tulane
to come up with this, and where was the VA?

Dr. James Fleckensteen from the Texas Southwestern Medical
Center says, according to the AP, brain scans of soldiers who be-
lieve they suffer from Gulf war illness indicate evidence of brain
damage. Now, again, I don’t know whether it’s true or not. That’s
what Dr. Fleckensteen says.

If T go to the VA or the DOD, what are they going to tell me
about those studies? Have they tested that hypothesis? Has the VA
or the DOD said, yeah, we've done a brain scan. There’s brain dam-
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age. He was in the Gulf war. We have learned something. He may
have a treatment.

What has the U.S. Government done with that? Anything?

No, OK. Multiple chemical sensitivity, Tom Allen talked to that,
and I talked to that particular woman on the phone. I have talked
to hundreds of veterans in the State of Vermont who are suffering
from Gulf war illness. Some of them tell me when they are around
perfume, they get sick. If they walk through a grocery store and
detergent smell comes up, they become sick. What studies have
been done to say are these guys crazy or have they been exposed
to chemicals and do more chemicals impact them?

If T am suffering from multiple chemical sensitivity, the last
thing that I want i1s to be eating certain foods that make me ill.
What does the U.S. Government have to say about the truth about
that hypothesis? Does the Government say we are going to pursue
that? Are there any studies to help me with whether these people
are crazy or not?

No.

You remember years ago we heard shocking testimony about the
potential of pyridostigmine bromide. I gather a number of months
ago the VA said yeah, we cannot rule that out.

I mean, we cannot rule that out.

What studies have been done to tell us if in fact pyridostigmine
is part of the problem? Have they told us after $120 million that
we cannot rule it out?

Dr. Robert Haley said that a genetic trait can predispose people
to Gulf War Syndrome. People can have the same exposure, but
with a genetic trait, you are more likely to get sick. Is Haley right
or wrong?

In other words, there is some important research taking place
out there. We are not scientists. We can’t judge the validity of that.
Some people are making important statements which if they are
correct sounds to me like we are going in the right direction. Who
in the Government is making the judgment no, this is wrong, we
have tested that. That is nonsense, this is right. Who is the general
in charge of telling us what direction we should go?

There is some good news, Garth Nicolson out in California had
a hypothesis that mycoplasma infection might be a cause. The VA
is testing that hypothesis. The VA is doing the right thing.

But where else is the VA doing the right thing to validate or not
these and other hypotheses. That is my question?

Mr. CHAN. Well, I think what you’ve said describes the basic
frustration that we hear from the veterans about the process. They
don’t feel that the agencies are hearing them, representing them,
responding to them to address those issues in a vigorous way. They
raise all kinds of questions and those are pretty well known ques-
tions that you brought up. It requires an extraordinary effort to
ha(live the agency to initiate something that is coming from the out-
side.

So I think there is a natural distrust of the agency as a result.
Therefore, even when vigorous research done by the Federal Gov-
ernment comes out as saying that there are really no problems out
there with this particular exposure, it is difficult to make it believ-
able because I don’t think if you look at the structure that is made,
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the veterans are not represented in terms of the voices within the
VA, DOD and HHS.

So that is what I meant that there is a real disconnect here in
terms of science and policy. I am not questioning the science and
the research done, let me make sure that you understand that. But
at the same time, veterans are saying, “That is not what is happen-
ing to me and who is listening to me?” First they say, you know,
the diseases you mentioned are not in ICD-9 code; and, therefore,
we don’t consider those. Then we go to the next thing.

Yet then you come out and say even though there is a higher
prevalence of this kind of disease, it is not unique. So then you
begin to say, what do I have to do to prove to you—and I am speak-
ing from the veterans’ point of view—that I am sick?

You see what I am saying? We keep on raising the bar to a dif-
ferent level.

Mr. SANDERS. Let me jump in and conclude my remarks. Mr.
Chairman, what I have concluded and what Mr. Chan has said,
what we are dealing with is a new type of illness. If someone was
wounded in battle with shrapnel or gunshot wounds, I suspect the
VA and the DOD is best to treat those problems. But we are deal-
ing with something which is new and different. There is not famili-
arity or an openness to understanding that new type of illness
which may have been caused by environmental degradation and
toxicity and so forth and so on.

It seems to me, Mr. Chairman, that we have got to conclude that
while there is some important research going on around this coun-
try, the Federal Government is not taking advantage, it is not try-
ing to grapple with that research and give us a direction where to
go, and I think we have got to conclude that ultimately we should
be taking the responsibility for going forward out of the Federal
Government and giving it to those people who believe that there
is an illness and who know how to manage the research so we fi-
nally will understand the cause of this problem and develop a
treatment. I think you will agree, Mr. Chairman, 5 years from now
we don’t want to go through a similar hearing.

Mr. SHAYS. Thank you. Ms. Schakowsky.

Ms. SCHAKOWSKY. I have to say I was stunned once again when
the chairman asked a series of obvious and very simple questions,
the response to which was we don’t know.

When I look at the research objectives identified by the Research
Working Group of the Persian Gulf Coordinating Board, the 21
questions that were asked, 11 of those questions would indicate to
me that you have to go to the veterans themselves.

The first question, what is the prevalence of symptoms, illnesses
in the Persian Gulf veteran population? Questions like do Persian
Gulf veterans have a greater prevalence of altered immune func-
tions? There are 11 questions that deal specifically with the veter-
ans themselves.

Then I look at the reports received and released, the research
which has been done, the many studies which have been done, and
what I, in looking through these, and again I am not a scientist,
what I see is two which would address themselves specifically to
the veterans. One that says birth defects among children of Gulf
war veterans and potential nerve agent exposure, a report which
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was completed in draft of 1998 and has not been released, and a
comprehensive clinical evaluation, reports on findings from a tele-
phone survey of Persian Gulf war veterans, a draft submitted in
1997 and not released, so when you talk about a disconnect, it
seems like all of the money, and it is clearly considerable, $121 mil-
lion, not all on research, but why is it that the studies which have
been done seem not to connect with the research questions that
have been asked? And why do so few of them actually focus on the
veterans?

Mr. SHARMA. I think you have really hit on a very important
issue. Questions have been raised about the credibility of the Fed-
eral research in this arena. When we went out and talked to the
veterans, there was an overwhelming perception that the Federal
Government is only interested in demonstrating that their illness
is not unique or it is psychological. And if much of the findings of
the federally funded research shows there is no difference. No dif-
ference does not imply that they are no illness. We still need to
provide them some treatment, and we also must pay attention to
what may have caused their illnesses.

Our in depth examination of that research showed that because
there are some significant methodological problems with that re-
search that would question the conclusions that have been reached.

One in particular that I will discuss with you is the birth defect
studies. In that study they looked at——

Ms. SCHAKOWSKY. I'm sorry, which study?

Mr. SHARMA. The birth defects.

Ms. SCHAKOWSKY. Thank you.

Mr. SHARMA. First of all, they only looked at the military hos-
pitals in that study, and we know that if you are going to have a
complicated pregnancy, that you are more likely to be referred out.

Second, they only looked at those who were on active duty so it
wasn’t a very comprehensive, well-designed study which would
allow you to conclude definitively on this issue, but the way that
the study was presented, case closed. That brings some question
into the minds of some of the veterans who are experiencing these
illnesses.

Ms. SCHAKOWSKY. Why was that study not released? It says here
no.
Ms. WARD-ZUKERMAN. The report that was done for us, we
looked at the rates of release among products due from OSAGWT’s
research contracts just to see how productive their expenditures in
that direction had been. We didn’t draw any conclusions about why
they were not released.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman.

Mr. SHAYS. Thank you, Ms. Schakowsky. Mr. Blagojevich.

Mr. BLAGOJEVICH. First of all, Congressman Sanders, the last
time anyone suggested I had brain damage was the last election.

Let me followup on what Congressman Sanders and Congress-
woman Schakowsky asked the panel. What exactly is the Research
Working Group charged with coordinating?

Ms. WARD-ZUKERMAN. They are charged with coordinating re-
search in general. There is nothing in the law to prevent them from
coordinating other things. They are just to organize the Federal re-
search effort.
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Mr. BLAGOJEVICH. And that includes only medical research or
other things as well? What would you say that their jurisdiction is,
or where is it established?

Ms. WARD-ZUKERMAN. There is no reason that they could not co-
ordinate with, for example, the Office of the Special Assistant and
its work on exposures.

Mr. BLAGOJEVICH. Let me be more specific. Which agencies are
currently operating projects that are coordinated through the Re-
search Working Group?

Ms. WARD-ZUKERMAN. The Department of Defense, Health and
Human Services, Veterans Affairs. At one point they had a rep-
resentative from the Environmental Protection Agency.

Mr. BLAGOJEVICH. Is there anything that you can tell us about
what we might need to go forward to make serious progress in
these research efforts, something positive to suggest here about the
future on this?

Mr. SHARMA. As Mr. Chan mentioned earlier, we need to be
proactive. We have several testable hypotheses out there. They
have been published in peer reviewed journals, and we must have
an open mind and aggressively pursue those hypotheses.

When we look at the portfolio of the existing research, we still
see that those researchers from the private sector that have come
out with some testable hypotheses are still not being funded by the
Federal Government. A couple of them initially did get funded
through OSAGWT’s efforts, but later on the funds were withdrawn
so they still are not receiving any Federal support. It is very dif-
ficult to explain why or why not. When they come, you can ask
them and they will be able to address this issue better.

Mr. CHAN. Let me answer the question a different way.

I believe what I said earlier about the mismatch between public
policy and the science side, particularly in the questions that Mr.
Allen had asked. When I mention things such as disconnect, to me
it needs to be a totally different way to look at science and how to
approach it.

To me it seems like science has a tendency to look at research
as an end goal rather than treating people as an end goal, and I
am not denigrating science in any sense, but each time you find
some findings such as what was done in the RAND study, what is
the bottom line. The bottom line is we need to do more research.

So you find from the general public’s point of view there is a
great finding, we got something after a long time of reviews and
so on, but let’s look some more. Let us be sure. I think we can
never reach that stage where we are so certain about cause and ef-
fect even on a single agent.

So to keep on pursuing it to the nth degree I think it is fine from
the science point of view in terms of research, but from the health
side, I don’t think that model is the best way. I am not taking a
position and discussing this in terms of what one would question
in terms of where does one go from here, but I think the kind of
research that Mr. Sanders talked about are people with expertise
out there who say hey, based on the description of these patients,
I have similar kinds of experience with them. Let me try that out.
It is more from that direction than to say I need to know exactly
what they are exposed to and what the dose is and what kind of
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response are they having. Are they common to a single person, is
it only applied to women versus men and all of that stuff. They just
say hey, this looks like something that I am aware of, and they
talk a long time before the agency would accept putting money in,
and it is usually through congressional pressure.

So in that sense I am talking about the process itself. It needs
to be examined from that light because otherwise we can never
solve the problem. Maybe we will never know what caused these
illnesses, but at the very least, we try our very best to take care
of the soldiers, and they are indeed sick; and meanwhile science
can march on on its own.

Mr. SANDERS. Mr. Chan, isn’t really what you are saying is that
in one sense we are looking at theory, and in the other sense we
have a soldier who is sick and after 9 years of research, what is
the treatment? Is that what you are really saying?

Mr. CHAN. Yes.

Mr. SHAYS. Mr. Allen.

Mr. ALLEN. Mr. Chan, thank you. I think what you were saying
just now is the heart of the matter. It comes back to what I was
saying earlier about there needs to be a conceptual shift here in
terms of the objectives. While the conversation has been going on,
I looked back at the research objectives identified by the Research
Working Group, and it is interesting. You add up the number of
questions that are about specific exposures, and then you add up
the number of questions about specific symptoms in this group as
opposed to the control group, and you have pretty much exhausted
the entire list.

If our focus were on the veterans, and you just said that cer-
tainty in determining cause and effect, you said in so many words,
is not achievable perhaps in this area. Or at least if it is achievable
in some measure, it will take us some period of time to get there.
And the focus really should be dealing with the veterans’ problems
as they exist and figuring out how to help them. There needs to
be I would say a new focus to the research.

I have to say while I am here looking through this report, I was
struck by appendix 6, the comments from the Centers for Disease
Control and Prevention because they refer to two studies, one a
health assessment of Gulf war veterans from Iowa and a CDC-Air
Force study, and I want to mention that CDC-Air Force study. On
page 54 they defined a case as having one or more chronic symp-
toms from at least two of three categories, fatigue, mood cognition
and musculoskeletal. So they are not requiring that each case be
exactly the same, but are saying two of these three categories you
would have to have a symptom. And it is categorized as mild to
moderate or severe. The prevalence of mild to moderate and severe
cases were 39 percent and 6 percent respectively among 1,155 Gulf
war veterans. Versus 14 percent compared to 39 percent and 0.7
percent compared to 6 percent among 29 nondeployed veterans.

The interesting thing about this is that they found no association
between the chronic multi-symptom illness and a variety of factors
involving service in the Gulf war. They also found these symptoms
were prevalent in 15 percent of the control group. Think about
that.
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That means that the Gulf War Syndrome is a subset of a larger
problem. And so to the extent we are focused on specific chemicals
in the Gulf war, we are going to miss the point in part, that if it
is something like multiple chemical sensitivity, it is prevalent in
the rest of the population, too, and we would advance our research
about Gulf war if we looked at the rest of the population that has
these symptoms and if we refocused the research on trying to deal
with the symptoms and with the veterans and not the particular
chemical that may or may not have been present in the Gulf war.

I guess there is not a question buried in there, but is that a di-
rection that we ought to move in?

Mr. CHAN. I think, you know, I would agree with you that we
should look at it in a different way and see if we can really resolve
some of these issues. I agree with you, yes.

Mr. SANDERS. Tom, if I can interject, and I agree with everything
that you have said, after years of discussion about multiple chemi-
cal sensitivity, to the best of my knowledge the U.S. Government
does not own one what we call environmental chamber by which
you can begin to treat and better understand multiple chemical
sensitivity. A few million dollars, and we still don’t own that.

Mr. SHAYS. I would share with you the observation that Henry
Kissinger made of Jimmy Carter’s foreign policy and say that I
think it applies to the Research Working Group. He said when you
don’t know where you are going, any road will get you there.

We will go to our next panel. It is comprised of five people: Dr.
John Feussner, Chief Research & Development Officer, Depart-
ment of Veterans Affairs; Dr. John Mazzuchi, Deputy Assistant
Secretary for Health Affairs, Department of Defense; Dr. Robert
Foster, Director of BioSystems, Department of Defense; General
Dale Vesser, U.S. Army (Ret.), Deputy to Special Assistant for Gulf
War Illnesses, Department of Defense; and Dr. Drue Barrett, Chief
Veterans Health Activity Working Group, Centers for Disease Con-
trol & Prevention, DHHS. I invite all our witnesses to stand, and
I will swear them in.

[Witnesses sworn.]

Mr. SHAYS. I note for the record that all five witnesses have re-
sponded in the affirmative.

We will do it in the order that I called you. Let me just say that
any comments that you want to make about observations about the
first panel are welcome. This is your opportunity to make your
points.

Dr. Feussner.
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STATEMENTS OF JOHN FEUSSNER, M.D., CHIEF RESEARCH &
DEVELOPMENT OFFICER, DEPARTMENT OF VETERANS AF-
FAIRS; JOHN MAZZUCHI, PH.D., DEPUTY ASSISTANT SEC-
RETARY FOR HEALTH AFFAIRS, DEPARTMENT OF DEFENSE;
ROBERT FOSTER, PH.D., DIRECTOR, BIOSYSTEMS, DEPART-
MENT OF DEFENSE; LT. GEN. DALE VESSER, USA (RET.), DEP-
UTY TO THE SPECIAL ASSISTANT FOR GULF WAR ILL-
NESSES, DEPARTMENT OF DEFENSE; AND DRUE BARRETT,
PH.D., CHIEF, VETERANS’ HEALTH ACTIVITY WORKING
GROUP, CENTERS FOR DISEASE CONTROL & PREVENTION

Dr. FEUSSNER. Thank you, sir. Mr. Chairman and members of
the subcommittee, thank you for the opportunity to discuss re-
search in Gulf war veterans’ illnesses today. I do request that my
formal statement be entered into the record as if read.

Mr. Chairman, at the outset let me say that as a physician and
scientist with over 25 years experience I believe that the research
challenge posed by Gulf war illnesses represents one of the greatest
recently faced by the medical research community. These veterans’
illnesses, their fears about their current and future health, their
frustrations with a paucity of hard answers and ready treatments
motivate all of us to persist in our efforts to understand the nature
of their illnesses, to explore new treatment strategies, and to be re-
sponsive when new concerns or potential illnesses arise. In my
opinion these veterans earned and in fact deserve every consider-
ation and every effort that we can muster on their behalf.

Mr. Chairman, by year’s end the Federal Government will have
expended approximately $159 million for health research in the
Gulf war. Right now there are over 150 projects in a research port-
folio. To date 47 projects have been completed, resulting in 98 peer
reviewed publications in the scientific literature. There are cur-
rently 116 principal investigators from DOD, VA, HHS, univer-
f'ities and other nongovernment organizations engaged in this ef-
ort.

Because of the obvious importance of our ensuring appropriate
effective treatment of Gulf war veterans’ illnesses, my office invited
proposals for multi-center trials for candidate treatments of medi-
cal syndromes or illnesses among Gulf war veterans. The VA Coop-
erative Studies Program is conducting two treatment trials known
as the ABT, for antibiotic treatment, and EBT, for exercise and be-
havioral treatment. Patient characteristics for entry into both of
these trials are similar. All Gulf war veterans who served in the
Gulf between August 1990 and 1991 may participate. Patients are
considered eligible for enrollment into the trial if they have at least
two of three symptoms: Fatiguing illness, musculoskeletal pain and
neurocognitive dysfunction.

The ABT trial, the antibiotic trial, seeks to study 450 Gulf war
veterans at 28 sites throughout the United States. The hypothesis
of this study is antibiotic treatment directed against mycoplasma
species would improve functional status of patients with Gulf war
veterans illness who are tested as mycoplasma positive at baseline.
Early demographic information from the study shows that 15 per-
cent of the participants are women, nearly 20 percent are minority
groups, and about 70 percent are currently employed. Nearly 85
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percent currently enrolled in this study have all three symptoms
that I mentioned earlier.

The EBT trial seeks to study about 1,350 Gulf war veterans at
20 sites throughout the United States. The primary hypothesis is
that aerobic exercise and cognitive behavioral therapy will signifi-
cantly improve physical function in veterans with Gulf war ill-
nesses and that the combination of CBT and exercise will be more
beneficial than either treatment alone. So far nearly 500 veterans
have joined this study.

Mr. Chairman, I now want to update you on a national survey
of Gulf war veterans authorized by public law. The survey has been
conducted in three phases. My office awarded funds for Phase III
of the National Health Survey in November 1998. Currently 16
sites are participating in this nationwide study, which involves spe-
cial examinations, including neurologic, rheumatologic, psychologic
and pulmonary or lung evaluations. To date over 1,000 veterans
have participated in this study and 1,230 spouses and children of
these veterans have been examined.

Our broad research partnership has yielded important new infor-
mation about our veterans and their health problems. Mr. Chair-
man, I would like to share some of these with you today.

The Iowa study of Gulf war veterans indicates that nearly 90
percent of veterans rated their health status as good to excellent
while the remainder rated their health status as fair to poor. Of
Gulf war veterans, 14 percent said they experienced a significant
decline in their health status. Based on VA and DOD mortality
studies it appears that there are not more deaths from disease-re-
1atedd causes among Gulf war veterans, but we continue with this
study.

From a DOD study, infants of Gulf war veterans have not experi-
enced a greater prevalence of birth defects but studies here also
continue.

The Baltimore VA is following 33 United States soldiers wounded
by DU during the Gulf war. The team recently demonstrated ele-
vated urine uranium excretion by these soldiers who have retained
DU shrapnel. Importantly, there is no evidence of a relationship
yet between the uranium excretion and kidney function. While we
have no evidence of adverse outcomes from the uranium exposure,
these veterans remain under close surveillance.

One chemical study in mice indicated, for example, that swim-
ming stress increased penetration of pyridostigmine bromide across
the blood-brain barrier. We had discussed that study in our Feb-
ruary 1998 hearing. However, other studies in Guinea pigs exposed
to extreme heat stress suggested that PB does not cross the blood-
brain barrier. Yet another research project recently reported that
the effects of low-dose PB on the neuromuscular junction were fully
reversible following cessation of PB treatment.

The Research Working Group will continue its research on the
toxicology of such chemicals. Veterans of the Gulf war have voiced
concerns about possible association between ALS, amyotrophic lat-
eral sclerosis, and service in the war. Although there is no indica-
tion of an excess rate of ALS, available data may underestimate
the true rate. The VA is leading an effort to identify all cases of
ALS among Gulf war veterans. This case finding effort will take
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about 1 year and will provide definitive information about the rate
of ALS among Gulf war veterans.

Mr. Chairman, thank you for giving me the opportunity to ap-
pear before your subcommittee. My written testimony covers in
more detail these and other matters of concern to the subcommit-
tee. I conclude my remarks now and will await your questions.

[The prepared statement of Dr. Feussner follows:]
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Statement of
John R. Feussner, M.D.

Chief Research and Development Officer
Veterans Health Administration
Department of Veterans Affairs

Before the National Security, Veterans Affairs, and
International Relations Subcommittee

House Committee on Government Reform

Research on Gulf War Veterans’ Illnesses

February 2, 2000

Mr. Chairman and members of the Subcommittee, thank you for this opportunity
to discuss the status of the current and projected federal research program on Gulf War
veterans’ illnesses. I serve as the Department of Veterans Affairs” (VA) Chief Research
and Development Officer and the Chairperson of the Research Working Group (RWG) of
the Persian Gulf Veterans Coordinating Board (PGVCB).

In your invitation to this hearing, you indicated that the purpose of the hearing
was to examine the pending report of the General Accounting Office (GAO): Gulf War
Illnesses: Management Actions Needed to Answer Basic Questions. Indeed, VA
commented on the draft report last summer; until today we have not seen the final report.
Nevertheless, as I update your Subcommittee on our research concerning Gulf War
veterans’ illnesses, I have attempted to incorporate appropriate references and sensitivity
to the GAQ’s work. While we did not agree with everything the draft report contained
six months ago, we do agree that we should continue reviewing these matters as we
develop future plans and studies.

Mr. Chairman, the primary charge to the RWG is to assess the state and direction
of research; identify gaps in factual knowledge and conceptual understanding; identify
testable hypotheses; identify potential new research approaches; review research concepts

as they are developed; collect and disseminate scientifically peer-reviewed research
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information; and ensure that appropriate peer review and oversight are applied to research
conducted and spoﬁsored by the federal government. ’

An important function of the RWG is programmatic review of, and
recommendation to, funding agencies on research proposals that have been competitively
and scientifically reviewed. The RWG continues to work diligently to foster the highest
standards of competition and scientific review for all research on Gulf War veterans’
illnesses.

As an operational policy, the RWG works through the line management authority
each department maintains over its intramural scientists, extramural research program
managers, and budgets.

By drawing together the three Departments (Defense, Health and Human
Services, Veterans Affairs), the RWG has been able to develop an overall research
strategy, serve as a common forum for researchers o present ideas and findings, and
collectively respond to emerging research issues and problems.

The RW has guided the federal research portfolio using a number of different
sources of input. These sources include results from ongoing research; various expert
panels and oversight committees, such as the Institute of Medicine (IOM), the National
Institutes of Health (NIH); the Senate Veterans® Affairs Committee Special Investigations
Unit; several Congressional committees including this Subcommittee; the Presidential
Advisory Committee on Gulf War Veterans’ Iilnesses; independent scientists; and Gulf
War veterans themselves. The RWG has used advice and information from these sources
in developing and implementing a research strategy embodied in.4 Working Plan for
Research on Persian Gulf Veterans Illnesses. This strategy was first released in August
1995 and revised in November 1996. These documents resulted in twenty-one research
objectives. The RWG is currently developing summary updates of these research
objectives, work, which should be finalized prior to the end of this fiscal year. This plan
is responsive to the draft recommendation of GAO that we publish an assessment of
progress on the 1995-96 research objectives stated in the working plan.

Mr. Chairman, other notable activities and accomplishments of the RWG include:
» Production and dissemination of annual repors to Congress on progress and results of

federal research activities;
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¢ Secondary programmatic review of research proposals submitted to funding agencies;

« Presentations by federal and non-federal researchers before the RWG;

o Organization of annual meetings for federally-funded researchers;

* Organization of an international symposium in conjunction with the Society of
Toxicology on the health effects of low-level exposure to chemical warfare nerve
agents;

» Development of a strategy for research on the health effects of exposure to low levels
of chemical warfare nerve agents;

» Follow-up investigation of preliminary reports of positive experimental serological
tests for leishmaniasis; and

» Development of treatment trials for Gulf War veterans,

To date, the federal government is projecting cumulative expenditures of $159
million for Gulf War research from FY 1994 through FY 2000. There are over 150
projects at various stages of completion in the research portfolio on these veterans’
illnesses. In the past two years alone, 30 projects have been added to this portfolio.
Research projects have been funded in the categories of basic research and applied
research such as clinical epidemiology and population-based epidemiologic research.
Thus far, the overall emphasis of research has been in the areas of the brain and nervous
system and in symptoms and general health of Gulf War veterans. After these, the
greatest research emphasis is in diagnosis. To date, 47 federally funded projects have
been completed resulting in a total of 98 peer-reviewed publications in the scientific
literature. Government and non-government researchers conduct research on Gulf War
veterans’ illnesses. There are currently a total of 116 principal investigators, including 25
from DoD, 38 from VA, 4 from HHS, 32 who are university-affiliated, 5 non-U. S.
counterparts, and 12 from non-government organizations other than universities. All
projects and their categories are described in complete detail in the Annual Report to
Congress for 1998. The next annual report will include research updates through
calendar year 1999. We believe that this kind of collaboration within the federal medical
and research communities is consistent with that which was recommended in the GAO’s

draft report.
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Other highlights of the ongoing research efforts on Gulf War veterans’ illnesses
include the following:

In early 1997, VA and DoD tasked the Medical Follow-up Agency (MFUA) of
the Institute of Medicine to undertake a feasibility study on the potential to do follow-up
of individuals at Aberdeen Proving Ground to examine for potential long-term health
effects of exposure to chemical warfare nerve agents. This work is focusing on MFUA’s
access to cohorts of veterans exposed at Aberdeen as a part of their research on the health '
effects of low-level exposure to nerve agents dating back to the 1950s. The MFUA
completed the pilot study in 1998 and determined that the full study could be completed.
DeD funded the MFUA (#DoD-93) to proceed with the fuil-scale study, which is
currently underway.

Shortly after the June 1996 announcement of the events at Khamisiyah, Iraq, the
RWG recommended that DoD fund three scientifically-meritorious projects in the areas
of (1) dosimetry research on exposure to sulfur mustard that will enable quantitative
determinations of sulfur mustard exposure at short and long-term intervals; (2) research
on the toxicokinetics of the nerve agent VX in three species of animals. The results of
this research will facilitate animal to human extrapolation of observed effects in animals
resulting from controiled low-level nerve agent exposure; and (3) research on the role of
genetic expression of cholinesterases in protecting against anticholinesterase nerve
agents. Each of these is described in more detail in the Annual Report to Congress on
Federally Sponsored Research on Gulf War Veterans’ Ilinesses (Projects DoD-49
through 51). We expect that these studies will be completed this year.

The DoD published a four-part broad agency announcement (BAA) to amplify
research on low-level chemical warfare nerve agent effects, as well as research on the
health effects of other exposures including insecticides, the nerve agent prophylaxis
pyridostigmine bromide (PB), and stress. The BAA resulted in funding
recommendations for 12 new projects, valued at approximately $12 million, and covering
such exposures as Sarin, PB, insecticides, psychological and heat stress, alone and in
various combinations.

As part of the BAA, the scientific community was asked for proposals fora

feasibility study on the conduct of epidemiological research on the possible health
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outcomes among troops potentially exposed to Sarin at Khatnisiyah, Iraq in March 1991.
Unfortunately, there was no response from the scientific community to this request. The
DoD subsequently asked MFUA to develop a protocol for conducting such a study.
MFUA designed a protocol that was peer-reviewed by a panel of experts assembled by
the American Institute of Biological Sciences. The proposal was deemed meritorious by
an independent scientific peer-review panel and the RWG recommended to DoD that this
project be funded. This project (#DoD-69) is anticipated to be completed this year.

Although issues around the potential health impacts on our troops of potential
low-level exposures to nerve agents are very important to us, there are other exposures
and health outcomes of concern as well. For example, musculoskeletal conditions among
Gulf War veterans are clearly evident based on the frequency of these conditions among
veterans reporting to the VA and DoD registries, and on results of a number of research
studies, including CDC’s study of lowa Gulf War veterans, The federal government
sponsors a significant amount of research to better clarify the pathophysiology and
clinical significance of musculoskeletal conditions in Gulf War veterans.

Because of the importance of ensuring appropriate and effective treatment for
Guif War veterans’ illnesses, my office formed a planning group and charged it with
developing a Program Announcement (a type of invitation for applications) requesting
proposals within the VA system, or in collaboration with DoD, for multi-center trials for
candidate treatments of clearly defined medical syndromes or illnesses among subgroups
of Gulf War veterans. This Program Announcement was issued in January 1998.

As a result of epidemiological findings to date, subgroups of ill Gulf War veterans
have been identified for whom trials of potential treatment are appropriate. In the spring
of 1998, the VA Cooperative Studies Program initiated planning for two treatment trials,
subsequently known as the “ABT” (antibiotic treatment) and “EBT” (exercise-behavioral
therapy) trials. Both trials underwent thorough scientific review and were approved for
funding only after rigorous external review provided by the Cooperative Studies
Evaluation Committée. Patient characteristics for entry into both trials are similar. All
veterans who served in the Gulf between August 1990 and August 1991 are eligible for
the studies. Patients are considered to have Guif War Veterans’ llinesses (GWVI) if they

have at least two of three symptoms (fatigue, musculoskeletal pain, neurocognitive
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dysfunction) that began after August 1990 and that have lasted for more than six months

up to the present.

The ABT trial seeks to study 450 Gulf War veterans at 28 sites throughout the
U.S. The study initiated patient accession in May of 1999. The primary hypothesis of
the study is that antibiotic treatment directed against mycoplasma species will improve
functional status of patients with GWVI who are tested as mycoplasma positive at
baseline. The total cost of this treatment trial is approximately $13 million. The trial will
be completed about one year from now. Preliminary demographic information indicates
that 15% of the study participants are women, nearly 20% represent minority groups,
37% have attained an educational level of college or higher, and about 70% are
employed. Nearly 85% of patients currently enrolled in the study exhibit all three
symptoms of fatigue, pain, and neurocognitive difficulties. Recruitment of Gulf War
veterans into the antibiotic trial is proceeding ahead of schedule.

The EBT trial seeks to study 1,356 Gulf War veterans at 20 sites throughout the
U.S. The study initiated patient accessions in April of 1999. The primary hypotheses of
the study is that both aerobic exercise and cognitive behavioral therapy (CBT) will
significantly improve physical function in veterans with GWVI, and that the combination
of CBT and exercise will be more beneficial than either treatment would be alone. The
cost of this treatment trial is approximately $9.3 million. The trial will be completed on
or about December 2001. Thus far, nearly 500 veterans have joined the study.

Both VA and DoD have undertaken new initiatives that are focused on the
neurobiology of stress and stress-related disorders. In addition, other new research
efforts include:

e A total of 14 new projects were initiated in F'Y 1998/99 as part of the 1997 DoD BAA
request for proposals for studies of post conflict illnesses that extend beyond the
Persian Gulf War. These studies will address aspects of the wartime expeﬁence that
create a confluence of cognitive, emotional, and physical factors to produce chronic,
non-specific symptoms and physiological outcomes.

e A total of nine new projects were funded in July 1998 as a result of VA and DoD’s

request for intramural proposals valued at $5 million for research on the neurobiology
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of stress. Expected completion dates for these studies range from the year 2000
= through 2002. -

Mr. Chairman, I will now provide you with an update of the VA National Survey
of Persian Gulf Veterans authorized by Public Law 103-446,

As you may recall, the National Survey is designed to determine the prevalence of
symptoms and illnesses among a national random sampling of Gulf War veterans. The
Survey is being conducted in three phases. Phase I was a population-based mail survey
of the health of 30,000 randomly selected veterans from the Gulf War era (15,000 Gulf
War veterans and 15,000 non-Guif War veterans, males and females). The data
collection phase is complete and analysis of the data continues. Phase II consisted of a
telephone interview of 2,000 non-respondents from Phase I (1,000 from each group) to
determine if there are any response differences between respondents and non-
respondents. Phase II is complete. In Phase II1, 2,000 of the veterans who responded to
the postal survey and underwent a telephone interview will be invited, along with their
family members, to participate in a comprehensive physical examination protocol. These
examinations are being conducted at 16 VA medical centers and involve specialized
examinations including neurclogical, theumatological, psychological, and
pulmonoclogical evaluations. When the National Survey is complete we will have a much
clearer picture of the prevalence of symptoms and illnesses among Gulf War veterans.

The VA’s Office of Research and Development awarded funds for Phase IIf of
the National Health Survey of Persian Gulf Veterans in November 1998. Currently, 16
sites are participating in these physical examinations. A subcommittee of the
Cooperative Studies Evaluation Committee (CSEC, a federally chartered advisory
committee) scientifically reviewed the protocol for Phase IIT and recommended funding.
This study is scheduled to examine approximately 2,000 veterans, plus 3,000 of their
spouses and children. To date, over 1,000 veterans have joined this observational study,
and another 1,230 spouses and children have been examined. The study will cost
approximately $12 million and will complete patient recruitment in May of 2001.

The medical evaluations in Phase III are designed to determine:

s Whether Gulf War veterans have an increased prevalence of the following conditions

frequently reported in the literature, compared to a control group of non-deployed
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veterans: Chronic Fatigue Syndrome (CFS); Fibromyalgia (FM); neurologic

- abnormalities, including peripheral neuropathy and cognitive dysfunction; post-

traumatic stress disorder (PTSD); and measures of general health status.

¢ Whether the specific medical conditions of arthritis, dermatitis, hypertension,
bronchitis, and asthma that have been reported as more frequent among Gulf War
veterans compared to non-deployed veterans are of greater prevalence among
deployed Gulf War veterans upon objective clinical examination.

e Whether the prevalence of any of these conditions is greater among the spouses of
Gulf War veterans than among spouses of non-deployed veterans.

s  Whether the prevalence of medical conditions and major birth defects found on a
pediatric physical examination in the children conceived after the war is greater for
Gulf War veterans than for non-deployed veterans.

Mr. Chairman, one of the GAO draft report’s recommendations addressed the
need to compile data on Gulf War veterans, track their health problems and map the care
they receive. We believe that our work in implementing the survey required under Pub.
L. 103-446 is responsive to the intent of GAO’s draft recommendation.

This research program, as well as research outside of the government, has yielded
important new information. Some of the highlights of recent research findings include:
* Ongoing analysis from the Iowa epidemiologic study of Gulf War veterans using

standard measures of health status indicate that nearly 90% of Gulf War veterans
reported their health status as “good” to “excellent,” while the remainder rate their
health status as “poor” to “fair.” Interim analysis of this population-based cohort of
Gulf veterans also indicates that a minority of them (14%) experienced a significant
decline in their health status. Declines were noted in physical functioning and social
functioning, while mental health scales showed improvement.

¢ Population-based epidemiological studies are showing that Gulf War veterans self-
report more symptoms and exposures than non-deployed veterans of the same era.
Ongoing and newly-funded projects are directed toward determining whether a causal
connection may exist.

e Based on VA and DoD mortality studies there does not appear to be more deaths

from disease-related causes among Gulf veterans when compared to non-deployed
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veterans of the same era. VA plans to continue following the mortality trends of

" these veterans.

A study of military hospitalizations has shown that, at least among active duty
personnel, the rate of hospitalizations of Gulf War veterans did not exceed that of
their non-deployed counterparts. This suggests that Gulf War veterans, who remain
on active duty, are not experiencing more illnesses of an acuity or severity that would
lead to hospitalization. To account for potential bias from restricting this study to
military hospitals, the investigators are extending their study to include civilian health
care facilities.

A sub-study of the hospitalization study shows that infants of Gulf War veterans have
not experienced a greater prevalence of birth defects compared to the infants of non-
deployed era veterans. A more focused examination of the rare birth defect known as
Goldenhar Syndrome also failed to find any difference in prevalence in infants of
Gulf War veterans compared to non-deployed era veterans. Further studies of birth
outcomes continue to explote this concern.

The Baltimore VAMC Depleted Uranium Program team recently published results
showing elevated urine uranium excretion by soldiers who had been wounded by
uranium shrapnel. The Baltimore VAMC has an ongoing medical surveillance
program that is following a cohort of 33 U.S. soldiers wounded while on or in
vehicles struck by depleted uranium penetrators during the Gulf War. The presence
of retained shrapnel was identified by x-ray. Urine uranium concentrations were
measured. The presence of uranium in the urine can be used to determine the rate at
which embedded depleted uranium fragments are releasing biologically active
uranium ions. Importantly, there is no evidence of a relationship between urine
uranium excretion and kidney function. While we have seen no definitive evidence
of adverse clinical outcomes associated with uranium exposure, these veterans will
remain under continuing medical surveillance.

Recent research studies have provided important information on the interactions of
neurotoxins and other exposures. One study indicates that exercise stress can
increase the penetration of pyridostigmine (PB) across the blood-brain barrier in mice

suggesting the possibility that PB could cause a central nervous system effect.
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Another published study, however, suggests that PB do€s not cross the blood-brain
barrier in guinea pigs exposed to extreme heat stress. These inconsistent results with
different stressors, in different rodent species, suggest that any extrapolation of such
results to humans would be premature. Still another research project has reported on
the effects of two w